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DETAILED ACTION 

Applicants' response, which included cancellation of corrected claim 9 and 
amendment to claims 2, 3, 5, 6, 8 and 10-14, filed on 07/06/2009, is made of record. 
Claims 1-6 and 10-14 are now pending. In view of applicants' response, the 112 second 
and first paragraph rejections, claim objection and 101 rejection made in the previous 
office action have been obviated. However, the 102 rejection made in the previous 
office action is reapplied and a new ground of rejection is applied to currently pending 
claims. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-8 and 10-12 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Taylor et al., WO 01/60804 (equivalent US 6,841 ,554). 

Taylor et al., teaches crystalline form of rosuvastatin with 
tris(hydroxymethyl)methylamine. See entire document. See page 3, entry 5, for 
crystalline form of tris(hydroxymethyl)methyl ammonium salt of rosuvastatin and pages 
3-6, for details. See also page 4 lines 13-16. See examples 1-10 shown in pages 7-15. 

This rejection is same as made in the previous office action but now excludes 
cancelled claim 9. Applicants' traversal to overcome this rejection by pointing out the 
difference between prior art crystal and instant forms 2 and 3 fully considered but 
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deemed as not persuasive. Applicants have not made direct comparison of instant 
crystal forms with that of Taylor. Taylor indicates that the figures shown and the position 
of specific peaks at theta 2 are not absolute and are likely to change. See page 4, last 
paragraph. In fact, such specific peaks vary from machine to machine and the way the 
X-ray powder diffraction is obtained. Applicants have not made a comparison under 
identical condition and shown that instant forms differs from that of Taylor in more than 
one characterization technique. 

Furthermore, instant examples 1-2 shows same solvent used in Taylor and there 
appears to be no difference in the preparation of these two forms. In fact , solvents 
appear to be not critical for form 2. Taylor teaches, in page 5, the process of making 
which is same as used in the instant process. In fact , instant example 1 acknowledges 
it clearly. As for rejection of pharmaceutical composition claims 7-8, it should be noted 
that there is no showing that the form 2 and form 3 remain intact during the preparation 
of these pharmaceutical and in storage. As for rejection of method of use claim 10, 
there is no material difference between instant forms in terms of their structural make-up 
that contribute to their activity. There is no showing that specific peaks at theta 2, d- 
spacing and intensity of these peaks contribute to the method of treating. Taylor clearly 
teaches the method of use. 

Hence, this rejection is proper and is maintained. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-8 and 10-14 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Taylor et al., WO 01/60804 (equivalent US 6,841,554). 

Taylor et al., teaches crystalline form of rosuvastatin with 
tris(hydroxymethyl)methylamine. See entire document. See page 3, entry 5, for 
crystalline form of tris(hydroxymethyl)methyl ammonium salt of rosuvastatin and pages 
3-6, for details. See also page 4 lines 13-16. See examples 1-10 shown in pages 7-15. 
See page 5 for details of the process of making. Note use suitable solvent such water, 
methanol, acetonitrile, ethyl acetate etc. are taught therein. Also see claims 6, 11, 12 
and 15. 

There is no direct comparison of instant crystal forms with that of Taylor. Taylor 
indicates that in the figures 1-9 shown, the position of specific peaks at theta 2 are not 
absolute and are likely to change. See page 4, last paragraph. In fact, such specific 
peaks vary from machine to machine and the way the X-ray powder diffraction is 
obtained. Applicants have not made a comparison under identical condition and shown 
that instant forms differs from that of Taylor in more than one characterization 
technique. 

Furthermore, instant examples 1-2 shows same solvent used in Taylor and there 
appears to be no difference in the preparation of these two forms. In fact , solvents 
appear to be not critical for form 2. Taylor teaches, in page 5, the process of making 
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which is same as used in the instant process. In fact , instant example 1 acknowledges 
it clearly. 

As for rejection of pharmaceutical composition claims 7-8, it should be noted that 
there is no showing that the form 2 and form 3 remain intact during the preparation of 
these pharmaceutical and in storage. 

As for rejection of method of use claim 10, there is no material difference 
between instant forms in terms of their structural make-up that contribute to their 
activity. There is no showing that specific peaks at theta 2, d-spacing and intensity of 
these peaks contribute to the method of treating. Taylor clearly teaches the method of 
use. 

Double Patenting 

A rejection based on double patenting of the "same invention" type finds its 
support in the language of 35 U.S.C. 101 which states that "whoever invents or 
discovers any new and useful process ... may obtain a patent therefor ..." (Emphasis 
added). Thus, the term "same invention," in this context, means an invention drawn to 
identical subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); In re 
Ockert, 245 F.2d 467, 114 USPQ 330 (CCPA 1957); and In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in 
scope. The filing of a terminal disclaimer cannot overcome a double patenting rejection 
based upon 35 U.S.C. 101. 

Claims 1 and 7 are rejected under 35 U.S.C. 101 as claiming the same invention 

as that of claim 6 and 1 1 of prior U.S. Patent No. 6,841 ,554. This is a double patenting 

rejection. 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 



Application/Control Number: 10/572,635 Page 6 

Art Unit: 1624 

unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-8 and 10-14 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 6, 11 and 12 of U.S. Patent 
No. 6,841,554. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because the compound, the method of making and composition 
embraced in the instant claims are also claimed in the claims 6, 11 and 12 of US 
6,841,554. See above 102 and 103 rejections. Hence, it would be obvious to one 
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trained in the art to make the compound and composition using the process taught in 
claim 12 and expect the crystalline form to have the use taught therein. 

Conclusion 

Any inquiry concerning this communication from the examiner should be 
addressed to Venkataraman Balasubramanian (Bala) whose telephone number is (571) 
272-0662. The examiner can normally be reached on Monday through Thursday from 
8.00 AM to 6.00 PM. The Supervisory Patent Examiner (SPE) of the art unit 1624 is 
James O. Wilson, whose telephone number is 571-272-0661 . The fax phone number for 
the organization where this application or proceeding is assigned (571) 273-8300. Any 
inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (571) 272-1600. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAG. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-2 17-9197 (toll-free). 

A/enkataraman Balasubramanian/ 
Primary Examiner, Art Unit 1624 
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